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DETAILED ACTION 

1 . Applicants arguments and amendments filed 9/27/2006 have been entered. 

2. A new examiner has taken over prosecution of the instant case. 

3. Claims 47 and 69 are examined in the instant application. 



Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claim 47 and 69 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Claim 47 encompass recombinant DNA from any 
transgenic organism, the scope of which encompasses a human being, which is non-statutory 
subject matter. As such, the recitation of the limitation "isolated" would be remedial. See 1077 
O.G. 24, April 21, 1987. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 47 and 69 are rejected under 35 U.S.C. 102(b) as being anticipated by Lewis et al. 

(1994). 
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Applicants have cancelled claim 48 which is new claim 69. Claim 48 was rejected under 
102(b) in the previous office action mailed on 6/27/2006. Based upon a reading of claim 69 it 
appears to be of the same scope of as cancelled claim 48. Further claim 47 was not rejected 
under 102(b) in the previous office action, however an examination of the previous 102(b) 
rejection would encompass claim 47 and it is now currently rejected. Further the previous 
rejection mailed on 6/27/2006 is reiterated below with regard to claims 47 and 69. If the vector is 
anticipatory then the recombinant DNA claims is as well. It is also noted that applicant has not 
presented any arguments regarding the 102(b) rejection of claim 48 in the previous office action, 
and that rather applicant has cancelled claim 48 and presented a new claim 69, which as 
discussed above is of similar scope. 

Applicant notes the amendments to the independent claims and argue that the teaching of 
Lewis et al. fail to teach the use of the disclosed sequences for use in inducing an immune 
response to E. canis, nor does an inherent ability of the sequences necessarily flow from the 
teachings of Lewis et al. and fail to teach a "recombinant DNA M wherein the sequence elicits an 
immune response to E. canis. Applicants point to the declaration previously filed and note that 
post-filing experiments demonstrate that the disclosed sequences do induce an immune response 
when delivered as a DNA vaccine and provides the basis for immunogenic sequences. See pages 
11-14, section b of Applicant's amendment. Applicant's arguments have been fully considered, 
but not found persuasive. 

Again it is noted that Applicant does not argue the sequence of Lewis et al. does not share 
homology with the claimed sequences, only that it is not recombinant and that it will not induce 
an immune response to E. canis. Examiner acknowledges that the encoded protein sequences can 



Application/Control Number: 10/004,494 Page 4 

Art Unit: 1632 

be expressed and that they may be able to induce an immune response, however there is no clear 
teaching of what sequences are immunogenic. The teaching in the specification for identifying 
potential immunogenic portions of a protein is also acknowledged, however this is general 
guidance recognized in the art for identifying potential sequences applied to the specific 
sequences disclosed, and fails to include or exclude any specific sequence from being 
immunogenic. Given the guidance of the present specification and even the post-filing art there 
is no evidence to what portions of the disclosed sequences must be present to uniquely elicit an 
immune response to E. canis, therefore the Office is left to interpret the claims from a structural 
basis. Examiner would agree that Lewis et al. does not disclose the use of the sequences to 
induce an immune response to E. canis, however based on the homology and the ability of 
effectively any sequence to be immunogenic a reasonable interpretation from a structural point 
of view would be that homologous sequences capable of being immunogenic should meet the 
limitations of the instant claims. Examiner's reliance on inherency has been established in 
technical reasoning given the breadth of the claims directed to a product and the structural 
similarities of the claimed product and that disclosed in the prior art to anticipate structurally the 
embodiments of the instant claims. 

The instant rejection has been made and maintained in light of the breadth of the claims in 
light of the guidance of the instant specification. With respect to the term recombinant, this is 
broad general term recognized in the art, and the cloning of the sequences out of the genome and 
their characterization as disclosed by Lewis et al. would constitute a recombinant sequence since 
it is out of the endogenous content. Further, it is noted that the sequence is manipulated as a 
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DNA molecule. The instant specification does not point to any specific sequence be necessary 
nor required for eliciting an immune response, nor do Applicant's arguments differentiate the 
breadth of the claimed sequences from that of Lewis et al. The claims broadly encompass any 
polynucleotide sequence which encodes an amino acid sequence that can elicit an immune 
response and vectors capable of expressing said protein. As suggested by Applicant, the rejection 
relies in part on inherency of the sequence, and given that sequences share structural similarity as 
demonstrated by their homology, and given the guidance of the instant specification, it is 
maintained that the sequence specifically disclosed shares stretches of homology that would 
encode some portion of a protein set forth in SEQ ID NO: 3, 5, 7 and 1 1 . Lewis et al. teach the 
use of expression vectors to screen for inserts, therefore the proteins encoded by the sequences 
inserted in the vectors of the isolated clones serve a sequence capable of producing a protein that 
could serve and are capable of producing an immune response. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Montanari whose telephone number is 1-571-272-3108. 
The examiner can normally be reached on M-Tr 8-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 1-571-272-4517. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

David A. Montanari, Ph.D. 
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PRIMARY FW""*™ 



